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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-7, 12,14-17, and 21 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Aceti et al (US 7,004,928). 

Regarding claim 1, Aceti teaches a needle device (10) comprising: a mounting surface 
adapted for application to the skin of a subject, adhesive means (Fig 29b) arranged on 
the mounting surface for adhering the needle device to the skin of the subject, a plurality 
of needles (46), each needle comprising a distal pointed end adapted to penetrate the 
skin of the subject, wherein each needle has a first position in which the distal end is 
retracted relative to the mounting surface, and a second position in which the distal end 
projects from the mounting surface, the needles being arranged such that at least one 
needle can be moved from its first to its second position or from its second to its first 
position with at least one other needle not performing the same movement Figs 1-4. 
The device comprises a common fluid conduit means (234, Col 10 line 59), wherein a 
plurality of the needles are hollow having a distal and a proximal opening (44), the 
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proximal opening being in fluid communication with the common fluid conduit means 

when the needle is in its second position. 
Regarding claim 2, needle actuating means (22) are associated with a plurality of 
needles, the needle actuating means being operatable between a first actuating 
position and a second actuating position, whereby a first associated needle is moved 
from its first to its second position and a second associated needle is moved from its 
second to its first position. 

Regarding claim 3, the needle actuating means are operatable between a plurality of 
actuating positions, each operation between actuating positions being associated with 
operation of a corresponding pair of needles between their first and second 
respectively second and first positions. 

Regarding claim 4, the needle actuating means is operatable between an initial 
position, in which all associated needles are in their first position, and an actuating 
position, whereby a needle is moved from its first to its second position. 
Regarding claim 5, the needle actuating means is operatable between an actuating 
position, in which an associated needle is in its second position, and an end position in 
which all associated needles are in their first position. 

Regarding claim 6, each of the associated needles are connected to a needle carrier 
(266), the actuation means comprising moveable control means (268) in engagement 
with or operatable to come into engagement with the needle carriers, the position of the 
control means controlling operation of the needles between their respective first and/or 
second positions. 
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Regarding claim 7, the needle carriers are associated with biasing means (176) for 
moving the respective needle from its first to its second position by a force generated 
by the biasing means, release of the biasing means being controlled by movement of 
the control means. 

Regarding claim 12, the device comprises means (teeth on 282) preventing a needle 
from being moved from its first to its second position more than once. 

Regarding claim 14, the proximal opening of a hollow needle is not in fluid 
communication with the common fluid conduit means when the needle is in its first 
position. 

Regarding claim 15, the device contains a reservoir ("pharmaceutical agent delivery 
microchannel") adapted to contain a liquid drug and comprising an outlet in fluid 
communication with the common fluid conduit means. 

Regarding claim 16, the device contains expelling means (needle outlet and controller) 
for expelling a drug out of the reservoir and through the skin of the subject via the 
common fluid conduit means and a hollow needle. 

Regarding claim 17, the common fluid conduit means comprises a fluid inlet means 
(44). 

Regarding claim 21, the plurality of needles comprises at least two hollow infusion 
needles, the hollow infusion needles being arranged such that only one infusion needle 
can be positioned in the second position at a given time. 



Application/Control Number: 10/679,642 Page 5 

Art Unit: 3767 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1-8, 12 ,and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Groth (WO 01/93927, cited by applicant) in view of Aceti et al. 
Regarding claim 1, Groth teaches a needle device (1) comprising: a mounting surface 
adapted for application to the skin of a subject, a plurality of needles (2), each needle 
comprising a distal pointed end adapted to penetrate the skin of the subject, wherein 
each needle has a first position in which the distal end is retracted relative to the 
mounting surface, and a second position in which the distal end projects from the 
mounting surface, the needles being arranged such that at least one needle can be 
moved from its first to its second position or from its second to its first position with at 
least one other needle not performing the same movement. Figs 1-4. 

Groth fails to teach adhesive means arranged on the mounting surface for adhering the 
needle device to the skin of the subject. Aceti teaches adhesive means (Fig 29b) used 
to secure the infusion/sampling device onto the skin of a patient in order to stabilize the 
device. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use adhesive means to stabilize the device of Groth onto the 
patients skin. 
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Regarding claim 2, needle actuating means (3) are associated with a plurality of 
needles, the needle actuating means being operatable between a first actuating 
position and a second actuating position, whereby a first associated needle is moved 
from its first to its second position and a second associated needle is moved from its 
second to its first position. 

Regarding claim 3, the needle actuating means are operatable between a plurality of 
actuating positions, each operation between actuating positions being associated with 
operation of a corresponding pair of needles between their first and second 
respectively second and first positions. 

Regarding claim 4, the needle actuating means is operatable between an initial 
position, in which all associated needles are in their first position, and an actuating 
position, whereby a needle is moved from its first to its second position. 
Regarding claim 5, the needle actuating means is operatable between an actuating 
position, in which an associated needle is in its second position, and an end position in 
which all associated needles are in their first position. 

Regarding claim 6, each of the associated needles are connected to a needle carrier 
(3), the actuation means comprising moveable control means (6) in engagement with 
or operatable to come into engagement with the needle carriers, the position of the 
control means controlling operation of the needles between their respective first and/or 
second positions. 

Regarding claim 7, the needle carriers are associated with biasing means (11,7) for 
moving the respective needle from its first to its second position by a force generated 
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by the biasing means, release of the biasing means being controlled by movement of 
the control means. 

Regarding claim 8, the control means comprises a cam surface (6) with a sloped 
portion, whereby movement of the sloped portion causes a needle to be moved from its 
second to its first position against the force of the biasing means. 
Regarding claim 12, the device comprises means (pawls on the pawls wheel, see 
Claim 11) preventing a needle from being moved from its first to its second position 
more than once. 

Regarding claim 21, the plurality of needles comprises at least two hollow infusion 
needles, the hollow infusion needles being arranged such that only one infusion needle 
can be positioned in the second position at a given time. 

Response to Arguments 

5. Applicant's arguments filed 30 March 2007 have been fully considered but they 
are not persuasive. Element 234 is disclosed as a common fluid conduit in Col 10, Line 
59. See Fig 6. Applicant identified 234 as a sensor, which is referred to in Col 10 line 
66. Based on the rejection above, the examiner feels it should have been clear to the 
applicant that the channel 234 was being referenced in the rejection, not the sensor. 

Conclusion 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this finalaction. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can normally be reached on 7:00-3:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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